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DETAILED ACTION 
Election/Restrictions 

1 . Applicant's election of Group I (claims 1-13), drawn to an oral dosage form 
comprising oxcarbazepine in the reply filed on 3/20/08 is acknowledged. Because 
applicant did not distinctly and specifically point out the supposed errors in the 
restriction requirement, the election has been treated as an election without traverse 
(MPEP § 818.03(a)). The restriction requirement is therefore made FINAL. 

2. Claims 16-17 are withdrawn from consideration. 

3. Claims 1-13 are included in the prosecution. 

Priority 

4. Acknowledgment is made of applicant's claim for foreign priority under 35 
U.S.C. 119(a)-(d). 

Information Disclosure Statement 

5. The information disclosure statement (IDS) submitted on 3/21/05 is 
acknowledged. The submission is in compliance with the provisions of 37 CFR 1 .97 
and 1 .98. Accordingly, the examiner is considering the information disclosure 
statement. 

See attached copy of PTO-1449. 

Claim Rejections - 35 USC § 102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

7. Claims 1-4, 6 and 13 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Katzliendler et al. (US 6,296,873). 

The claimed invention is an oral, once a day, dosage form consisting of a tablet 
core and a coating wherein the core comprises oxcarbazepine, optionally, a filler, and at 
least one further exclplent selected from the group comprising cellulose ethers, 
carboxyvinyl polymer of acrylic acid cross linked with alkyi ethers of sucrose, 
carboxyvinyl polymer of acrylic acid cross linked with alkyi ethers of pentaerythritol and 
polymethacrylates. 

Regarding instant claim 1, it should be noted that the claim language "adapted 
to" is functional language. In order to be given patentable weight, a functional recitation 
must be supported by recitation in the claim of sufficient structure to warrant the 
presence of the functional language. In re Fuller, 1929 CD. 172; 388 O.G. 279. 

Katzhendler teaches "a controlled and sustained release oral drug delivery 
system comprising carbamazepine or a carbamazepine derivative. Carbamazepine or 
the derivative thereof is formulated within a polymeric matrix, said matrix optionally 
further containing additional pharmaceutically acceptable constituents and additives. 
The polymer in the polymeric matrix permits carbamazepine or its derivative to be 
released from the matrix by zero-order release kinetics" (Col. 6, lines 21-29). 
Oxcarbazepine (10,1 1-dihydro-10-oxo-5H-dibenz/b,f/azepine-5-carboxamjde) is 
disclosed as a carbamazepine derivative that is used as the pharmaceutically active 
agent in the drug delivery system (Col. 3, lines 57-63). The mono hydroxy derivative 
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(MHD) of oxcarbazepine (10,11-dihydro-10-hydroxy-5H-dibenz/b,f/azepine-5- 
carboxamide) is also disclosed (Col. 3, lines 64-65). The polymer component of the 
drug delivery system comprises at least one hydrophilic polymer (Col. 8, lines 23-26) 
such as hydrophilic cellulose derivatives (Col. 8, lines 41-43). Hydroxypropyl 
methylcellulose (HPMC) Is disclosed as a preferred hydrophilic cellulose derivative (Col. 
8, lines 52-54). "Polymers are mixed with drug in a weight ratio of polymer to drug from 
about 1 :99% to about 99:1%, preferably from about 5:95% to about 90:10%, most 
preferably from about 10:90% to about 80:20%, depending on the viscosity grade of the 
polymer, on the tablet dimension and shape and on the desired release rate" (Col. 8, 
lines 30-35). The erodible tablet form of the drug/matrix is disclosed (Col. 9, lines 25- 
27). The ratio of "drug : polymer is varied depending on the size and shape of the tablet, 
on the drug amount and drug release rate, and depends also on the molecular weight 
and viscosity grade of the polymer ..." (Col. 9, lines 28-34). Katzhendler also teaches 
that the polymeric matrix of the drug delivery may also contain a hydrophobic polymer 
such as ethylcellulose and methacrylic acid derivatives (Col. 9, lines 45-52). "The 
hydrophobic polymer is added to the hydrophilic polymer in amount from about 0.1 to 
about 10%, preferably from about 1% to about 5%, of the total polymer. Ratios of 
hydrophilic to hydrophobic polymer are from about 99.9:0.1 to about 90:10, preferably 
from about 99:1 to about 95:5" (Col. 9, lines 63-65). Tablets that may be coated with 
pharmaceutically acceptable coatings are disclosed (Col. 10, lines 60-67). The 
carbamazepine derivative is delivered once a day (Col. 1 1 , lines 31-32). 
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Regarding instant claims 2 and 13, since the oral dosage form comprising 
oxcarbazepine that is administered once a day is anticipated by Katzhendler, the 
release of the oxcarbazepine to produce constant MHD plasma levels over 24 hours is 
an inherent property of the dosage form and is therefore anticipated by Katzhendler. 

Therefore, the limitations of claims 1-4, 6 and 13 are anticipated by the teachings 
of Katzhendler. 

8. Claims 3-4 and 9 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Bourquin (US 5,695,782). 

Bourquin teaches a tablet core comprising a dosage unit of oxcarbazepine 
(10,11-dihydro-10-oxo-5H-dibenzo[b,f|azepine-5-carboxamide). The cellulose ether 
hydroxypropyl methyl cellulose disclosed as a component in a hydrophilic, permeable 
inner layer and in a hydrophilic, permeable outer layer (Col. 4, line 64 to Col. 5, line 40, 
Example 1). Microcrystalline cellulose is disclosed as the filler (Col. 5, line 22). 

Therefore, the limitations of claims 3-4 and 9 are anticipated by the teachings of 
Bourquin. 

9. Claims 3-4 and 9 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Schlutermann (WO 98/35681). 

Schlutermann teaches a tablet core with oxcarbazepine, microcrystalline 
cellulose (AVICEL PH 102) and hydroxypropyl methyl cellulose (Page 10, Example 1). 
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Therefore, the limitations of claims 3-4 and 9 are anticipated by the teachings of 
Schlutermann. 

10. Claims 3-4 and 9 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Lang (WO 01/32183). 

Lang teaches a tablet core with oxcarbazepine, microcrystalline cellulose and 
hydroxypropyl methyl cellulose (Cellulose HPM 603) (Page 13, lines 1-3 and Example 
1). 

Therefore, the limitations of claims 3-4 and 9 are anticipated by the teachings of 

Lang. 

Claim Rejections - 35 USC § 103 

1 1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth In section 102 of this title, If the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
Invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the Invention was made. 

12. Claims 5, 7 and 1 0-1 2 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Katzhendler et al. (US 6,296,873). 

The teaching of Katzhendler is stated above. 

Katzhendler does not expressly teach the weight ratio of total HPMC to 
oxcarbazepine from about 1 :1 0 to about 1 :20 or the weight ratio of total ethyl cellulose 
to oxcarbazepine from about 1 :10 to about 1 :20. 
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It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to make a sustained release tablet of oxcarbazepine with HPMC 
and ethyl cellulose, as suggested by Katzhendler, and modify the weight ratio of total 
HPMC to oxcarbazepine and the weight ratio of total ethyl cellulose to oxcarbazepine 
because during the process of routine optimization one would vary the levels of HPMC 
and ethyl cellulose with respect to the active, oxcarbazepine, with a reasonable 
expectation of producing a once a day tablet for delivering oxcarbazepine. 

From the teachings of the references, it is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 

Regarding instant claim 5, the weight ratio of total HPMC to oxcarbazepine from 
about 1 :10 to about 1 :20 is would have been obvious over the weight ratio of polymer to 
drug from about 1 :99% to about 99:1%, depending on the viscosity grade of the 
polymer, on the tablet dimension and shape and on the desired release rate, as taught 
by Katzhendler (Col. 8, lines 30-35). 

Regarding instant claim 7, the weight ratio of total ethyl cellulose to 
oxcarbazepine from about 1 :10 to about 1 :20 is would have been obvious over the ratio 
of hydrophilic to hydrophobic polymer from about 99.9:0.1 to about 90:10 as taught by 
Katzhendler (Col. 9, lines 63-65). One with ordinary skill in the art would vary the level 
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of ethyl cellulose with respect to the HPMC and with respect to the oxcarbazepine in 
order to optimize the desired release rate of the active. 

Regarding instant claims 10-12, the limitation of the release of oxcarbazepine as 
indicated in the standard in vitro dissolution tests would have been obvious over the 
once daily oxcarbazepine tablet composition taught by Katzhendler (Col. 1 1 , lines 31- 
32). One with ordinary skill in the art would use the standard in vitro dissolution tests 
during the process of routine experimentation to determine the dissolution rate of 
oxcarbazepine over time in order to ensure that adequate levels of oxcarbazepine were 
released from the tablet into the dissolution medium. 

13. Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Katzhendler et al. (US 6,296,873) in view of EibI et al. (US 5,290,769). 

The teaching of Katzhendler is stated above. Katzhendler teaches that the 
polymeric matrix of the drug delivery may also contain hydrophobic polymers such as 
methacrylic acid derivatives (Col. 9, lines 45-52). 

Katzhendler does not expressly teach a polymethacrylates which is 
trimethylammonium methacrylate. 

EibI teaches tablet dosage forms (Col. 2, lines 1-2) and further teaches coating 
substances including copolymerizates of acrylic and methacrylic acid esters and 
trimethylammonium methacrylate (for example EUDRAGIT ® RL) (Col. 6, lines 23-25). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to make a sustained release tablet of oxcarbazepine with 
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methacrylic acid derivatives, as suggested by Katzhendler, and combine it with the 
copolymerizates of acrylic and methacrylic acid esters and trimethylammonium 
methacrylate (for example EUDRAGIT ® RL), as suggested by EibI, with a reasonable 
expectation of producing a sustained release tablet of oxcarbazepine. 

One with ordinary skill in the art would have done so because copolymerizates of 

acrylic and methacrylic acid esters and trimethylammonium methacrylate are known in 
the art as coating substances that are used in the production of delayed or sustained 
release dosage forms. 

Regarding instant claim 8, the polymethacrylates which is trimethylammonium 
methacrylate would have been obvious over the copolymerizates of acrylic and 
methacrylic acid esters and trimethylammonium methacrylate, as taught by EibI (Col. 6, 
lines 23-25). 

Double Patenting 

14. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g.. In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Long!, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
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be commonly owned with tliis application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

1 5. Claims 1 -1 3 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-9, 12-13 and 
15-16 of copending Application No. 10/598,553 ('553 hereinafter) in view of Katzhendler 
et al. (US 6,296,873). 

Although the conflicting claims are not identical, they are not patentably distinct 
from each other. The difference is that instant claims are drawn to oxcarbazepine 
(10,1 1-Dihydro-10-oxo-5/-/-dibenz[jb,/]azepine-5-carboxamide) and claims of '553 are 
drawn to 10,11-Dihydro-10-hydroxy-5/-/-dibenz[6,f|azepine-5-carboxamide. Katzhendler 
teaches oxcarbazepine and the mono hydroxy derivative (MHD) of oxcarbazepine 
(10,1 1-dihydro-10-hydroxy-5H-dibenz/b,f/azepine-5-carboxamide) as the 
pharmaceutical active agents (Col. 3, lines 64-65). It would have been obvious to a 
person having ordinary skill in the art at the time the invention was made to make an 
oral, controlled release dosage form with either oxcarbazepine or the mono hydroxy 
derivative because both active agents are disclosed by Katzhendler. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

1 6. Claims 1 -1 3 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-4, 6-7 and 9-12 
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of copending Application No. 10/598,786 ('786 hereinafter) in view of Katzhendler et al. 
(US 6,296,873). 

Although the conflicting claims are not identical, they are not patentably distinct 
from each other. The difference is that instant claims are drawn to oxcarbazepine 
(10,1 1-Dihydro-10-oxo-5/-/-dibenz[b,f|azepin6-5-carboxamide) and claims of '786 are 
drawn to 10,1 1-Dihydro-10-hydroxy-5H-dibenz[ib,f|azepine-5-carboxamide 
(licarbazepine). Katzhendler teaches oxcarbazepine and the mono hydroxy derivative 
(MHD) of oxcarbazepine (10,11-dihydro-10-hydroxy-5H-dibenz/b,f/azepine-5- 
carboxamide) as the pharmaceutical active agents (Col. 3, lines 64-65). It would have 
been obvious to a person having ordinary skill in the art at the time the invention was 
made to make an oral, controlled release dosage form with either oxcarbazepine or the 
mono hydroxy derivative because both active agents are disclosed by Katzhendler. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Conclusion 

17. No claims are allowed. 

18. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Aradhana Sasan whose telephone number is (571) 272- 
9022. The examiner can normally be reached Monday to Thursday from 6:30 am to 
5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward, can be reached at 571-272-8373. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 

Patent Application Information Retrieval (PAIR) system. Status information for 

published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR only. 

For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic 

Business Center (EBC) at 866-217-9197 (toll-free). 

/Aradhana Sasan/ /M P WOODWARD/ 

Supervisory Patent Examiner, Art Unit 
Examiner, Art Unit 1 61 5 1615 



